
.The Honorable Trent Lott . 
United States Senate 
Washington, D.C. 20510-2403 

Dear Senator Lott: 

. Thank you for your letter of-November 30, 2009, addressed to 
Jane E. Henney, M.D., former Commissioner of Food and Drugs, 
co-signed by several colleagues, regarding the National 
Academy of Sciences (NAS) report,..poxicologicsl.Effects of 
Methylmercury and.the Food and Drug Administration's (FDA) 
reassessment of its consumer guidance and action level for 

. methylmercury in.seafood, I apologize'for .the delay in 
responding to your letter. 

FDA shares your concerns about human exposures to mercury and 
its compounds and believes that the NAS report represents a 
significant and important contribution regarding theyhealth 
effects of methylmercury.. FDA is carefully reviewing this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue. ,A 

* . 
FDA issued a new fish consumption advisory on methylmercury 
on January 12, 2001, (copy enclosed). As part of the 
decision-making process, FDA met with interested parties 
(consumers, industry, health care providers, etc.) to obtain 

various perspectives on this important issue. A copy of the 
questions. asked of these groups also is enclosed. FDAalso 
tested different types of messages with consumer focus groups 
to determine whether these types of messages are clearly 
understood and how they would be acted tqjon by consumers. 
These message tests helped determine the best ways of reaching 
the public with this smportant information. 

i . 
. 

This fiscal year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish. This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 
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years, 
ZOOl- 

which is expected to be available-in the spring of 
This information will allow, for.the first time a 

side-by-side comparison between the Faroe Islands study, which 
reported results of evaluation of the children at seven years 
and the Seychelles Islands study involving children.evaluated 
at the same age using the same battery of neurologic tests. 
mile methylmercury surveillance data has remained relatively 

_ stable for most species, @DA will consider additional .steps as 
. part of its overall strategy on methylmercury. 

In closing, let.me reiterate FDA's commitment to protecting 
the public's health .and the environment regarding mercury,. . 
Please be assured that FDA wiil caeefully evaluate the WAS . 
report and all other relevant information and take appropriate 
actions based on-that evaluation. 

Thank you again for conveying your concerns about this. ' 
important health issue, A similar letter has been sent to 
your colleagues who co-signed your letter. 

Melinda K. Plai>ier 
Associate Commissioner 

for Legislation _ t 

2 Enclosures - 



CONSUMER ADVISORY 
Center for Food Safety and Applied Nutrition, U.S. Food and Drug Administration . 

I 
January 2001 

AN IMPORTANT MESSAGE FOR PREGNANT WOMEN AND WOMEN OF 
CHILDBEARING AGE WHO MAY BECOME PREGNANT 

ABOUT THE RISKS OF MERCURY IN FISH 

Seafood can be an important part of a balanced diet for pregnant women. It is a good 
source of high quality protein and other nutrients and is,low in fat. 

However, some fish contain high levels of a form of mercury called methylmercury that 
can harm an unborn child’s developing nervous system if eaten regularly. By being 
informed about methylmercury and knowing the kinds of fish that are safe to eat, you 
can prevent any harm to your unborn child and still enjoy the health benefits of eating 
seafood. 

HOW DOES MERCURY GET INTO FISH? 

Mercury occurs naturally in the environment and it can also be released into the air 
through industrial pollution. Mercury falls from the air and can get into surface water, 
accumulating in streams and oceans. Bacteria in the water cause chemical changes 
that transform mercury into methylmercury that can be toxic. Fish absorb 
methylmercury from water as they feed on aquatic organisms. ‘- 

HOW CAN I AVOID LEVELS OF MERCURY THAT COULD HARM MY UNBORN 
CHILD? 

Nearly all fish contain trace amounts of methylmercury, which are not harmful to 
humans. However, long-lived, larger fish that feed on other fish accumulate the highest 
levels of methylmercury and pose the greatest risk to people who eat them regularly. 
You can protect your unborn child by not eating these large fish that can contain high 
levels of met 

?” 

Imercury: , 
. 

Shark 
Swordfish 
King mackerel 
Tilefish 

While it is true that the primary danger from methylmercury in fish is to the developing 
nervous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. 

4 
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6. 

Food and Drug Administration’s (FDA) Questions to 

Interested Parties on Methylmercury .’ .’ 

Given the National Academy of Sciences (NAS) report and the emissions standards set by 
the Environmental Protection Agency, should FDA revise its advisory to consumers (and in 
particular to vulnerable populations such as pregnant wornen and women who may become 
pregnant)? If so, what should the new advisory say? 

Given the potfntial nutritional contribution off&h and seafood to a healthful diet, should a 
consumer advrsorjl be crafted so that it conveys the benefit/risk balance of methylmercury- . 
containing fish? If so, what should be the content of such a message?. 

With additional Seychelles study data expect&l to be released next spring, what impact, if 
any, should such new data have pn the timing and content of any FDA advisory? ’ 

What other factors, if any, should impact adecision on whether and how to revise the current 
cousumer guidance? 

What methods of communication should FDA use to best convey such a consumer advisory? 
:* 

How could FDA measure its success in reaching the consumer audience, inclu&g 
vulnerable populations? 

J” - 
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%lnihrd $3xm3 j5mste 
WASHINGTO’N, DC 20510 

November 30,200O . 

The Honorable Jane Henney 
Commissioner 
Food and Drug Administration ’ y 
5600 Fishers Lane 
Rockville,MD 20857 . 

Dear Commissioner Henney: 

We understand that the Food and Drug Administration (FDA) is 
considering action soon to potentially revise its consumer advisory on t , e topic of 6 
seafood and mercury.. This is clearly a significant undertaking. It woul’d be a 
major set back for public health if consumers were unnecessarily alarmed and 
significant segments of the population turned away from the proven benefits of 
fish corisumption. We are writing, therefore, to urge the FDA to consider all 
relevant information before making any decision on changes to the existing 
advisory. 

One of the studies sponsored by the FDA, the Seychelles Study conducted. 
by the University of Rochester, is considered extremely vaIuable and relevant to 
the issue of seafood and mercury. Since the results of a critical phase of this study 
will be available to FDA within months, it would be highly appropriate to evahrate 
and review this&formation, prior to any decision regardmg the release of a public 
advisory on fish consumption. All relevant information, particularly the benefits 
associated 

.f 
~th fish consumption shouId also be considered. 4’ 

We understand that the motivation for revising the consumer advisory stems 
from issues raised in an National Academy of Science (NAS) Committee Report 
titled Toxicological E,ffcts OfMethylmercury, published in July of this year. 
While the Report included an estimate of the population that might be “at risk’ 
from methylmercury exposure, we understand that there has yet to be a clear 
explanation of how this estimate was derived and what the term “at risk” means. 



. 
t 

Neither the FDA nor the Environm&taI Protection Agency (EPA) has been 
given a clear explanation for the record. There should be no consideration of an 
advisory to the public until these basic questions are addressed.. Any decision 
should be based on clear and scientifically based information. 

The importance of fish consumption in a healthful diet has been 
acknowledged not only by our own government with the &cent publication of the 
2000 Dietary Guidelines for Americans axid the two,Food Guide Py&mids (Adults 
and’ChiIdren) but also by the American Heart Association in its recently revised 
dietary guidelines. It is critical that consumers not receive conflicting mesqages 
fi-om government agencies and tiedibfe health and medical gMps. 

. . 
Likely co&%smcr%esponse td any revisions io FDA’s current fish’ 

‘consumption advisory must also be carefilly considered. The potential impacts. 
are not only related to public h.eaIth but also to the economic viability of the 
seafood industry. It is therefore imperative ihat the Agency cotisidcrs al! reI&nt 
‘information before makiqg&y decision on changes to its existing advisory. 

We would be gratefil for your clarification as to how’you intend to reach a 
scientific consensus oi;l this important issue before the FDA takes precipitate 
action. We appreciate the attention you have given this issue and trust $6~ will 
evaluate all the scientific data available. 

Sincerely, . . 



. . 
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' DEPARTMENTOFHEALTH&HUMANSERVICES 

JAN 3 I 2001 

Food and Drug Administration 
Rockville MD 20857 

.I.’ 

The Honorable Christopher J. Dodd 
United States Senate 
Washington, D.C. 20510-0702 

L 

Dear Senator Dodd: 

Thank you for your letter of November 30, 2000, addressed to 
Jane E. Henney, M.D., former Commissioner of Food and Drugs, 
co-signed by several colleagues, regarding the National 
Academy of Sciences (NAS) report, Toxicological Effects of 
Methylmercury and the Food and Drug Administration's (FDA) 
reassessment of its consumer guidance and action level for 
methylmercury in seafood. I apolog&ze for the delay in 
responding to your letter. 

FDA shares your concerns about human exposures to mequry and 
its compounds and believes that the NAS report represgnts a 
significant and important contribution regarding the 'health 
effects of methylmercury. FDA is carefully reviewing this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue. ' 

FDA issued a new fish consumption advisory on methylmercury 
on January 12, 2001, (copy enclosed). As part of the 
decision-making process, 
(consumers, industry, 

FDA met with interested parties 
health care providers, etc.) to obtain 

various perspectives on this important issue. A copy of the 
questions asked of these groups also is enclosed. FDA also 
tested different types of messages with consumer focus groups 
to determineGhether these types of messages are clearly 
understood and how they would be acted upon by consumers. 

ge tests helped determine the best ways of reaching 
with this imp6rtant information. 

This fiscal year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish. This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 
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years, which is expected to be available in the spring of 
2001. This information will allow, for the first time, a 
side-by-side comparison between the Faroe Islinds study, which 
reported results of evaluation of the children at seven years, 
and the Seychelles Islands study involving children evaluated 
at the same age using the same battery of neurologic tests. 
While methylmercury surveillance data has remained relatively 
stable for most species, FDA will consider additional steps as 
part of its overall strategy on methylmercury. 

In closing, 
the public's 

let me reiterate FDA's commitment to protecting 
health and the environment regarding mercury. 

Please be assured that FDA will carefully evaluate the NAS 
report and all other relevantyinfonnation and take appropriate 
actions based on that evaluation. 

Thank you again for conveying your concerns about this 
important health issue. A similar letter has been sent to 
your colleagues who co-signed your letter. 

Melinda K. Plaisier 
Associate Commissioner 

for Legislation ' 

2 Enclosures 



CONSUMER ADVISORY 
Center for Food Safety and Applied Nutrition, U.S. Food and Drug Administration . 

. . 
January 2001 

AN IMPORTANT MESSAGE FOR PREGNANT WOMEN AND WOMEN OF 
CHILDBEARING AGE WHO MAY BECOME PREGNANT 

ABOUT THE RISKS OF MERCURY IN FISH 

Seafood can be an important part of a balanced diet for pregnant women. It is a good 
source of high quality protein and other nutrients and is low in fat. 

However, some fish contain high levels of a form of mercury called methylmercury that 
can harm an unborn child’s developing nervous system if eaten regularly. By being 
informed about methylmercury and knowing the kinds of fish that are safe to eat, you 
can prevent any harm to your unborn child and still enjoy the health benefits of eating 
seafood. 

HOW DOES MERCURY GET INTO FISH? 

Mercury occurs naturally in the environment and it can also be release&nto the air 
through industrial pollution. Mercury falls from the air and can get into surface water, 
accumulating in streams and oceans. Bacteria in the water cause chemical changes 
that transform mercury into methylmercury that can be toxic. Fish absorb 
methylmercury from water as they feed on aquatic organisms. c 

HOW CAN I AVOID LEVELS OF MERCURY THAT COULD HARM MY UNBORN 
CHILD? 

Nearly all fish contain trace amounts of methylmercury, which are not harmful to 
humans. However, long-lived, larger fish that feed on other fish accumulaie the highest 
levels of methyl?eIcury and pose the greatest risk to people who eat them regularly. 
You can protect your unborn child by not eating these large fish that can contain high 
levels of met 

z 
Imercury: t 

Shark ) 
. 

Swordfish 
King mackerel 
Tilefish 

While it is true that the primary danger from methylmercury in fish is to the developing 
nervous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. 

d 



Food and Drug Administration’s (FDA) Questions to 

Interested Parties on Methylmercury ._ . 

1. Given the National Academy of Sciences (NAS) report and the emissions standards set by 
the Environmental Protection Agency, should FDA revise its advisory to consumers (and in 
particular to vulnerable populations such as pregnant wdmen and women who may become 
pregnant)? If so, what should the new advisory say? 

2. Given the potential nutritional contribution of fish and seafood to a healthful diet, should a 
consumer advisory be crafted so that it conveys the benefit/risk balance of methylmercury- 
containing fish? If so, what should be the content of such a message? 

3. With additional Seychelles study data expeited to be released next spring, what impact, if 
any, should such new data have on the timing and content of any FDA advisory? r 

4.. What other factors, if any, should impact a decision on whether and how to revise the current 
consumer guidance? 

5. What methods of communication should FDA use to best convey such a corqumer advisory? 

6. How could FDA measure its su&ess in reaching the consumer audience, in&ding 
vulnerable populations? 

J’ 



23nited j&m35 Senste 
WASHINGTON, DC 20510 

November 30,200O , 

The Honorable Jane Henney 
Commissioner 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 . 

Dear Commissioner Henney: 

We understand that the Food and Drug Administration (FDA) isc, 
considering action soon to potentially revise its consumer advisory on the topic of 
seafood and mercury. This is clearly a significant undertaking. It would be a 
major set back for public health if consumers were unnecessarily alarmed and 
significant segments of the population turned away from the proven benefits of 
fish consumption. We are writing, therefore, to urge the FDA to consider all 
relevant information before making any de&ion on changes to the existing . 
advisory. 

One of the studies sponsored by the FDA, the Seychelles Study conducted 
by the University of Rochester, is considered extremely valuable and relevant to 
the issue of seafood and mercury. Since the results of a critical phase of this study 
will be available to FDA within months, it would be highly appropriate to evaluate 
and review thi&iformation, prior to any decision regarding the release of a public 
advisory on rsh consumption. All relevant information, particularly the benefits 
associated 

B 
ith fish consumption, should also be considered. 

We understand that the motivation for revising the consumer advisory stems 
from issues raised in an National Academy of Science (NAS) Committee Report 
titled Toxicological Effects of A4ethyZmercury, published in July of this year. 
While the Report included an estimate of the population that might be “at risk’ 
from methy1mercur-y exposure, we understand that there has yet to be a clear 
explanation of how this estimate was derived and what the term “at risk” means. 



. . .* 

. 
b. 

Neither the FDA nor the Environmental Protection Agency (EPA) has been 
given a clear explanation for the record. There should be no consideration of an 
advisory to the public until these basic questions are addressed.“Any decision 
should be based on clear and scientifically based information. 

: 

The importance of fish consumption in a healthful diet has been 
acknowledged not only by our own government with the recent publication of the 
2000 Dietary Guidelines for Americans and the two/Food Guide Pyramids (Adults 
and Children) but also by the American Heart Association in its recently revised 
dietary guidelines. It is critical that consumers not receive conflicting messages 
from government agencies and credible health and medical groups. 

Likely consumer response to any,revisions to FDA’s current fish 
consumption advisory must also be carefully considered. The potential impacts, 
are not only related to public health but also to the economic viability of the ’ 
seafood industry. It is therefore imperative that the Agency considers all relevant 
information before making any decision on changes to its existing advisory. 

We would be grateful for your clarification as to how you intend to reach a 
scienti’fic consensus on this important issue before the FDA takes prec$itate 
action. We appreciate the attention you have given this issue and trust $0~ will 
evaluate all the scientific data available. 

Sincerely, k. 

a 
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DEPARTMENT OF HEALTH 6 HUMAN SERVICES 

JAN 3 1 2001 
Food and Drug Administration 
Rockville MO 20857 

.~ .I 

The Honorable Edward M. Kennedy 
-United States Senate 
Washington, D.C. 20510-2101 

Dear Senator Kennedy: 

Thank you for your letter of November 30, 2000, addressed to 
Jane E. Henney, M.D., former Commissioner of Food and Drugs, 
co-signed by several colleagues, regarding the National 
Academy of Sciences (NAS) report, Toxicological Effects of 
Methylmercury and the Food and Drug Administration's (FDA) 
reassessment 'of its consumer guidance and action level for 
methylmercury in seafood. I apologize for the delay in 
responding to your letter. 

FDA shares your concerns about human exposures to mercury and 
its compounds and believes that the NAS report reprfsents a 
significant and important contribution regarding the health 
effects of methylmercury. FDA is carefully reviewing this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue. i 

FDA issued a new fish consumption advisory on methylmercury 
on January 12, 2001, (copy enclosed). As part of the 
decision-making process, FDA met with interested parties 
(consumers, industry, health care providers, etc.) to obtain 

various perspectives on this important issue. A copy of the 
questions asked of these groups also is enclosed. FDA also 
tested different types of messages with consumer focus groups 
to determine whether these types of messages are clearly 
understood&id how they would be acted upon by consumers. 
These message tests helped determine the best ways of reaching 
the publ'c with this important information. 

f 
-. 

This fiscal year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish. This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 
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years, which is expected to be available in the spring of 
2001. This information will allow, for the .fkrst time, a 
side-by-side comparison between the Faroe Islands study, which 
reported results of evaluation of the children at seven years, 
and the Seychelles Islands study involving children evaluated 
at the same age using the same battery of+neurologic tests. 
While methylmercury surveillance data has remained relatively 
stable for most species, FDA will consider additional steps as 
.part of its overall strategy on methylmercury. 

In closing, let me reiterate FDA's commitment to protecting 
the public's health and the environment regarding mercury. 
Please be assured that FDA will carefully evaluate the NAS 
report and all other relevant information and take appropriate 
actions based on that evaluation. 

Thank you again for conveying your concerns about this 
important health issue. A similar letter has been sent to 
your colleagues who co-signed your letter. 

, 

‘1 
2 Enclosures . 

,’ c 
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Melinda K. Plaisier 
Associate Cornmiss-ioner 

I for Legislation 



CONSUMER ADVISORY 

I 

Center for Food Safety and Applied Nutrition, U.S. Food and Drug Administration . 
I 

January 2001 
I 

AN IMPORTANT MESSAGE FOR PREGNANT WOMiiN AND WOMEN OF 
CHILDBEARING AGE WHO MAY BECOME PREGNANT 

ABOUT THE RISKS tiF MERCURY IN FISH 

Seafood can be an important part of a balanced diet for pregnant women. 
source of high quality protein and other nutrients and is low in fat. 

It is a good 

. 

However, some fish contain high levels of a form of mercury called methylmercury that 
can harm an unborn child’s developing nervous system if eaten regularly. By being, 
informed about methylmercury and knowing the kinds of fish that are safe to eat, you 
can prevent any harm to your unborn child and still enjoy the health benefits of eating 
seafood. 

HOW DOES MERCURY GET INTO FISH? 

Mercury occurs naturally in the environment and it can also be released’into the air 
through industrial pollution. Mercury falls from the air and can get into surface water, 
accumulating in streams and oceans. Bacteria in the water cause chemical changes 
that transfom-r mercury into methylmercury that can be toxic. Fish absorb 
methylmercury from water as they feed on aquatic organisms. ‘* 

HOW CAN I AVOID LEVELS OF MERCURY THAT COULD HARM MY UNBORN 
CHILD? 

Nearly all fish contain trace amounts of methylmercury, which are not harmful to 
humans. However, long-lived, larger fish that feed on other fish accumulate the highest 
levels of methylmJercury and pose the greatest risk to people who eat them regularly. 
You can protect your unborn child by not eating these large fish that’can contain high 
levels of meth Imercury: 

Shark i’ 

, 
-1 

Swordfish 
King mackerel 
Tilefish 

While it is true that the primary danger from methylmercury in fish is to the developing 
nervous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. 

a 

/ 
, 



Food and Drug Administration’s (FDA) Questions to 

Interested Parties on Methylmercury 

I. Given the National Academy of Sciences @IAS) report and the &missions standards set by 
the Environmental Protection Agency, should FDA revise its advisory to qmsumers (and in 
particular to vulnerabIe populations such as pregnant women and women who may become 
pregnant)? If so, what should the new advisory say? 

2. Given the potential nutritional contribution of fish and seafood to a healthful diet, should a 
consumer advisory be crafted so that it conveys the benefit/risk balance of methylmercury- 
containing fish? If so, what should be the y:ntent of such a message? 

3. With additional Seychelles study data expected to be released next spring, what impact, if 
anj, should such new data have pn the timing and content of any FDA advisory? 

4. What other factors, if any, should impact a decision on whether and how to revise the current 
consumer guidance? 

5. What methods of communication should FDA use to best convey such a conshmer advisory? 
,: 

6. How could FDA measure its success in reaching the consumer audience, including 
vulnerable populations? 

c 



%hited $stste5 j5enste 
WASHINGTON, DC 20510 

November 30,200O , 

The Honorable Jane Henney 
Commissioner 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 . 

Dear Commissioner Henney: 

We understand that the Food and Drug Administration (FDA) iI 
considering action soon to potentiahy revise its consumer advisory on fbe topic of 
seafood and mercury. This is clearly a significant undertaking. It would be a 
major set back for public health if consumers were unnecessarily alarmed and 
significant segments of the population turned away from the proven benefits of 
fish consumption. ‘We are writing, therefore, to urge the FDA to ‘consider all 
relevant information before making any decision on changes to the existing 
advisory. 

One of the studies sponsored by the FDA, the Seychelles Study conducted 
by the University of Rochester, is considered extremely valuable and relevant to 
the issue of seafood and mercury. Since the results of a critical phase of this study 
will be available to FDA within months, it would be highly appropriate to evaluate 
and review this’information, prior to any decision regarding the release of a public 
advisory on rsh consumption. All relevant information, particuIarly the benefits 
associated 

% 
ith fish consumption, should also be considered. 

We understand that the motivation for revising the consumer advisory stems 
from issues raised in an National Academy of Science (NAS) Committee Report 
titled Toxicological Efsects of Methylmercury, published in July of this year. 
While the Report included an estimate of the population that might be “at risk” 
from methylmercury exposure, we understand that there has yet to be a clear 
explanation of how this estimate was derived and what the term “at risk” means. 



Neither the FDA nor the Environmental Protection Agency (EPA) has been 
given a clear explanation for the record. There should be no consideration of an 
advisory to the public until these basic questions are addressed. Any decision 
should be based on clear and scientifically based information. 

The importance of fish consumption in a healthful diet has been 
acknowledged not only by our own government with the recent publication of the 
2000 Dietary Guidelines for Americans and the two Food Guide Pyramids (Adults 
and Children) but also by the American Heart Association in its recently revised 
dietary guidelines. It is critical that consumers not receive conflicting messages 
from government agencies and credible health and medical groups. 

Likely consumer response to any?evisions to FDA’s current fish 
consumption advisory must also be carefully considered. The potential impacts 
are not only related to public health but also to the economic viability of the ’ 
seafood industry. It is therefore imperative that the Agency considers all relevant 
information before making any decision on changes to its existing advisory. 

We would be grateful for your clarification as to how you intend to reach a 
scientific consensus on this important issue before the FDA takes precipitate 
action. We appreciate the attention you have given this issue and trust ‘you will 
evaluate all the scientific data available. 

Sincerely, 



Y 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

JAN 3 I 2001 

hod and Drug Administration 
Rockville MD 20857 

., 

.The Honorable Rick Santorum 
United States Senate 
Washington, D.C. 20510-3804 

Dear Senator Santorum: 

. Thank you for your letter of November 30, 2000, addressed to 
Jane E. Henney, M.D., former Commissioner of Food and Drugs, 
co-signed by several colleagues, regarding the National 
Academy of Sciences (NAS) report, Toxicological Effects of 
Methylmercury and the Food and Drug Administration's (FDA) 
reassessment of'its consumer guidance and action level for 
methylmercury in seafood. I apologize for the delay in 
responding to your letter. 

FDA shares your concerns about human exposures to mercury and 
its compounds and believes that the NAS report represents a 
significant and important contribution regarding the health 
effects of methylmercury. FDA is carefully reviewing this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue: 

FDA issued a new fish consumption advisory on methylmercury 
on January 12, 2001, (copy enclosed). As part, of the 
decision-making process, FDA met with interested parties 
(consumers, industry, health care providers, etc.) to obtain 

various perspectives on this important issue. A copyrof the 
questions asked of these groups also is enclosed. FDA also 
tested different types of messages with consumer focus groups 
to determine whether these types of messages are clearly 

and how they would be acted upon by consumers. 
tests'helped determine the best ways of reaching 

this imj?ortant information. 

This fiscal year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish. This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 

/ 
t 
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years, 
2001. 

which is expected to be available in the spring of 
This information will allow, for the .first time, a 

side-by-side comparison between the Faroe Islands study, which 
reported results of evaluation of the children at seven years, 
and the Seychelles Islands study involving children evaluated 
at the same age using the same battery of.neurologic tests. 
While methylmercury surveillance data has remained relatively 
stable for most species, FDA will consider additional steps as 
part of its overall strategy on methylmercury. 

In closing, 
the public's 

let me reiterate FDA's commitment to protecting 
health and the environment regarding mercury. 

Please be assured that FDA will carefully evaluate the NAS 
report and all other relevant, information and take appropriate 
actions based on that evaluation. 

Thank you again for conveying your concerns about this 
important health issue. A similar letter has been sent to 
your colleagues who co-signed your letter. 

\ 

2 Enclosures 

Melinda K. Plaisier 
Associate Commissioner 

for LegislationA 

J’ 
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CONSUMER ADVISORY 
Cenier for Food Safety and Applied Nutrition, U.S. Food and Drug Administration . 

January 2001 

AN IMPORTANT MESSAGE FOR PREGNANT WOMEN AND WOMEN OF 
CHILDBEARING AGE WHO MAY BECOME PREGNANT 

ABOUT THE RISKS OF MERCURY IN FISH 
I 

Seafood can be an important part of a balanced diet for pregnant women. It is a good 
source of high quality protein and other nutrients and is low in fat. 

However, some fish contain high levels of a form of mercury called methylmercury that 
can harm an unborn child’s developing nervous system if eaten regularly. By being 
informed about methylmercury and knowing the kinds of fish that are safe to eat, you 
can prevent any harm to your unborn child and still enjoy the health benefitspof eating 
seafood. 

HOW DOES MERCURY GET INTO FISH? 

Mercury occurs naturally in the environment and it can also be release; into the air 
through industrial pollution. Mercury falls from the air and can get into surface water, 
accumulating in streams and oceans. Bacteria in the water cause chemical changes 
that transform mercury into methylmercury that can be toxic. Fish absorb 
methylmercury from water as they feed on aquatic organisms. ‘- 

HOW CAN I AVOID LEVELS OF MERCURY THAT COULD HARM MY UNBORN 
CHILD? 

Nearly ail fish contain trace amounts of methylmercury, which are not harmful to 
humans. However, long-lived, larger fish that feed on other fish accumulate the highest 
levels of methylmercury and pose the greatest risk to pegple who eat them regularly. 
You can protect$our unborn child by not eating these large fish that’& contain high 
levels of methylmercury: 

t Shark 
Swordfish 
King mackerel 
Tilefish 

f 
-. 

White it is true that the primary danger from methylmercury in fish is to the developing 
nervous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. 

a 



Food and Drug Administration’s (FDA) Questions to 

Interested Parties on Methylmercury . 

1. Given the National Academy of Sciences (NAS) report and the-emissions standards set by 
the Environmental Protection Agency, should FDA revise its advisory to consumers (and in 
particular to vulnerable populations such as pregnant women and women who may become 
pregnant)? If so, what should the new advisory say? 

2. Given the potentia1 nutritional contribution of fish and seafood to a healthful diet, should a 
consumer advisory be crafted so that it conveys the benefit/risk balance of methylmercury- 

. 

containing fish? If so, what should be the content of such a message? 
# 

3. With additiona Seychelles study data expected to be released next spring, what impact, if 
any, should such new data have pn the timing and content of any FDA advisory? ’ 

. 4. What other factors, if any, should impact a decision on whether and how to revise the current 
consumer guidance? 

5. What methods of communication should FDA use to best convey such a consbmer advisory? 
: 

6. How could FDA measure its success in reaching the consumer audience, including 
vulnerable populations? 

J’ 

Q 
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%bited j5tata %;enate 
WASHINGTON, DC 20510 

November 30,ZOOO + 

The Honorable Jane Hermey 
Commissioner 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 _ 

Dear Commissioner Henney: 

We understand that the Food and Drug Administration (FDA) is 
considering action soon to potentially revise its consumer advisory on tie topic of 
seafood and mercury. This is clearly a significant undertaking. It woul& be a 
major set back for public health if consumers were unnecessarily alarmed and 
significant segments of the population turned away from the proven benefits of 
fish consumption. We are writing, therefore, to urge the FDA to cbnsider all 
relevant infprmation before making any decision pn changes to the existing 
advisory. 

One of the studies sponsored by the FDA, the Seychelles Study conducted 
by the University of Rochester, is considered extremely valuable and relevant to 
the issue of seafmd and mercury. Since the results of a critical phase of tliis study 
will be available to FDA within months, it would be highly appropriate to evaluate 
and review this&&ormation, prior to any decision regardi’ng the release of a public 

sh consumption. All relevant information, particularly the benefits 
th fish consuniptio;?, should also be considered. 

We understand that the motivation for revising the consumer advisory stems 
from issues raised in an National Academy of Science (NAS) Committee Report 
titled Toxicological E@cts ofikfethyhercury, published in July of this year. 
W’hiIe the Report included an estimate of the population that might be “at risk” 
from methylmercury exposure, we understand that there has yet to be a clear 
explanation of how this estimate was derived and what the term “at risk” means. 



Neither the FDA nor the Environmental Protection Agency (EPA) has been 
given a clear explanation for the record. There should be no consideration of an 
advisory to the public until these basic questions are addressed.” Any decision 
should be based on clear and scientifically based information. 

The importance of fish consumption in a healthful diet has been 
acknowledged not only by our own government with the recent publication of the 
2000 Dietary Guidelines for Americans and the two Food Guide Pyramids (Adults 
and Children) but also by the American Heart Association in its recently revised 
dietary guidelines. It is critical that consumers not receive conflicting messages . 
from government agencies and credible health and medical groups. 

Likely consumer response to anyzevisions to FDA’s current fish 
consumption advisory must also be carefully considered. The potential impacts. 
are not only related to public health but also to the economic viability of the ’ 
seafood industry. It is therefore imperative that the Agency considers all relevant 
information before making any decision on changes to its existing advisory. 

We would be grateful for your clarification as to how you intend to reach a 
scientific consensus on this important issue before the FDA takes precibitate 
action. We appreciate the attention you have given this issue and trust you will 
evaluate all the scientific data available. 

‘ Sincerely, ‘, 
- A 

t 
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DEPARTMENT OF HEALTH 81 HUMAN SERVICES 

Food and Drug Administration 
Rockville MD 20857 

JAN31 2001 .I. 

The Honorable Don Nickles 
United States Senate 
Washington, D.C. 20510-3602 

L 

, 

Dear Senator Nickles: 

Thank you for your letter of November 30, 2000, addressed to 
Jane E. Henney, M.D., former Commissioner of Food and Drugs, 
co-signed by several colleagues, regarding the National 
Academy of Sciences (NAS) report, Toxicological Effects of 
Methylmercury and the Food and Drug Administration's (FDA) 
reassessment of its consumer guidance and action level for 
methylmercury in seafood. I apologize for the delay in 
responding to your letter. . 

FDA shares your concerns about human exposures to msrcury and 
its compounds and believes that the NAS report represents a 
significant and important contribution regarding the health 
effects of methylmercury. FDA is carefully reviewing this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue> 

FDA issued a new fish consumption advisory on methylmercury 
on January 12, 2001, (copy enclosed). As-part-of the 
decision-making process, FDA met with interested parties 
(consumers, industry, health care providers, etc.) to obtain 
various perspectives on this important issue. A copypf the 
questions asked of these groups also is enclosed. FDA also 
tested different types of messages with consumer focus groups 
to determine'"whether these types of messages are clearly 
understood,and how they would be acted upon by consumers. 

age tests helped determine the best ways of reaching 
with this important information. 

This fiscal year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish. This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 
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years, which is expected to be available in the spring of 
2001. This information will allow, for the first time, a 
side-by-side comparison between the Faroe Islands study, which 
reported results of evaluation of the children at seven years, 
and the Seychelles Islands study involving children evaluated 
at the same age using the same battery of neurologic tests. 
While methylmercury surveillance data has-remained relatively 
stable for most species, FDA will consider additional steps as 
part of its overall strategy on methylmercury. 

In closing, let me reiterate FDA's commitment to protecting 
the public's health and the environment regarding mercury. 
Please be assured that FDA will carefully evaluate the NAS 
report and all other relevant information and take appropriate 
actions based on that evaluat'%on. 

Thank you again for conveying your concerns about this ' 
important health issue. A similar letter has been sent to 
your colleagues who co-signed your letter. 

Melinda K. Plaisier 
Associate Commissioner 

for Legislation- 

2 Enclotires 

, 



CONSUMER ADVISORY 
Center for Food Safety and Applied Nutrition, U.S. Food and Drug Administration . 

J 
January 2001 

AN IMPORTANT MESSAGE FOR PREGNANT WOMEN AND WOMEN OF 
CHILDBEARING AGE WHO MAY BECOME PREGNANT 

ABOUi THE RISKS OF MERCURv*IN FISH 

Seafood can be an important part of a balanced diet for pregnant women. It is a good 
source of high quality protein and other nutrients and is low in fat. 

. . 

However, some fish contain high levels of a form of mercury called methylmercury that 
can ham, an unborn child’s developing n?rvous system if eaten regularly. By being 
informed abotit methylmercury and kno\iving the kinds of fish that are safe to eat, you 
can prevent any harm to your unborn child and still enjoy the health benefits of eating 
seafood. 

HOW DOES MERCURY GET INTO FISH? 

Mercury occurs naturally in the environment and it can also be released:into the air 
through industrial pollution. Mercury falls from the air and can get into &ace water, 
accumulating in streams and oceans. Bacteria in the water cause chemical changes 
that transform mercury into methylmercury that can be toxic. Fish absorb 
methylmftrcury from water as they feed on aquatic organisms. ‘- 

HOW CAN 1 AVOID LEVELS OF MERCURY THAT COULD HA,RM MY UNBORN 
CHILD? 

Nearly all fish contain trace amounts of methylmercury, which are not harmful to 
humans. However, long-lived, larger fish that feed on other fish accumulafe the highest 
levels of methylmercury and pose the greatest risk to people who eat them regularly. 
You can protect $br unborn child by not eating these large fish that’can contain high 
levels of meth 

i 

Imercury: 
. 

Shark 
Swordfish 
King mackerel 
Tilefish 

l 

While it is true that the primary danger from methylmercury in fish is to the developing 
newous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. 



. I i 

Food and Drug Administration’s (FDA) Questions to 

Interested Parties on Methylmercury ” ’ 

1. Given the National Academy of Sciences (NAS) report and the’emissions standards set by 
the Environmental Protection Agency, should PDA revis,e its advisory to consumers (and in 
particular to vulnerable populations such as pregnant women and women who may become 
pregnant)? If so, what should the new advisory say? 

2. Given the potfntial nutritional contribution of fish and seafood to a healthful diet, should a 
consumer advisory be crafted so that it conveys the benefit/risk baIance of methylmercury- 
containing fish? If so, what should be the content of such a message? 

.* 
3. With additiona Seychelles study data expected to be released next spring, what impact, if 

any, should such new data have pn the timing and content of any FDA advisory? i ’ 

. 4. What other factors, if any, should impact a,decision on whether and how to revise the current 
consumer guidance? 

5. What methods of communication should FDA use to best convey such a consumer advisory? 
* 

6. How could FDA measure its success in reaching the consumer audience, including 
vulnerable popuIations? 
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9lWted *tateii ji5enate 
WASHINGTON, DC 20510 

November 30,200O . 

The Honorable Jane Henney 
Commissioner 
Food and I%g Administration 
5600 Fishers Lane 
Rockville, MD 20857 _ 

Dear Commissioner Henney: 

We understand that the Food and Drug Administration (FDA) it 
considering action soon to potentially revise its consumer advisory on the topic of 
seafood and mercury. This is clearly a significant undertaking. It wojd be a 
major set back for public health if consumers were unnecessarily alarmed and 
significant segments of the population turned away from the proven benefits of 
fish consumption. We are writing, therefore, to urge the FDA to ‘tionsider all 
relevant in,formation before making any decision on changes to the existing 
advisory. 

One of the studies sponsored by the FDA, the Seychelles Study conducted 
by the University of Rochester, is considered extremely valuable and relevant to 
the issue of seafood and mercury. Since the results of a critical phase of this study 
will be available to FDA within months, it would be highly appropriate to evaluate 
and review thitiiiformation, prior to any decision regarding the release of a public 

consumption. All relevant information, particularly the benefits 
ith fish consuinption, should also be considered. . . 

We understand that the motivation for revising the consumer advisory stems 
fi-om issues raised in an National Academy of Science (NAS) Committee Report 
titled Tuxicological Eficts ofMed.zylmercury, published in July of this year. 
While the Report included an estimate of the population that might be “at risk” 
from methylmercury exposure, we understand that there has yet to be a clear 
explanation of how this estimate was derived and what the term “at risk” means. 



Neither the FDA nor the Environmental Protection Agency (EPA) has been 
given a clear explanation for the record. There should be no consideration of an 
advisory to the public until these basic questions are addressed: Any decision 
should be based on clear and scientifically based information. 

: 

The importance of fish consumption in a healthful-diet has been 
acknowledged not only by our own government wi,fh the recent publication of the 
2000 Dietary Guidelines for Americans and the two Food Guide Pyramids (Adults 
and Children) but also by the American Heart Association in its recently revised 
dietary guidelines. It is critical that consumers not receive conflicting messages 
from government agencies and credible health and medical groups. 

Likely consumer response to any revisions to FDA’s current fish 
consumption advisory must also be carefully considered. The potential impacts, 
are not only related to public.health but also to the economic viability of the’ 
seafood industry. It is therefore imperative that the Agency considers all relevant 
information before making any decision on changes to its existing advisory. 

We would be grateful for your clarification as to how you intenp to reach a 
scientific consensus on this important issue before the FDA takes precipitate 
action. We appreciate the attention you have given this issue and trust you will 
evaluate all the scientific data available. 

Sincerely, 



I 

- 
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DEpmMl?NT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Rockville MD -20857 

JAN 3 1 2001 . . 

*The Honorable Thad Cochran 
United States Senate 
Washington, D.C. 20510-2402 

I 

Dear Senator Cochran: 

Thank you for your letter of November 30, 2000, addressed to 
Jane E. Henney, M.D., former Commissioner of Food and Drugs, 
co-signed by several colleagues, regarding the National 
Academy of Sciences (NAS) report, Toxicological Effects of 
Methylmercury and the Food and Drug Administration's (FDA) 
reassessment of its consumer guidance and action level for 
methylmercury in seafood. I apologize for the delay in 
responding to your letter. 

FDA shares your concerns about human exposures to me;ccury and 
its compounds and believes that the NAS report represents a 
significant and important contribution regarding the health 
effects of methylmercury. FDA is carefully reviewing this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue.' 

FDA issued a new fish consumption advisory on methylmercury 
on January 12, 2001, (copy enclosed). As part of the 
decision-making process, FDA met with interested parties 
(consumers, industry, health care providers, etc.) to obtain 

various perspectives on this important issue. A copy‘,of the 
questions asked of these groups also is enclosed. FDA also 
tested different types of messages with consumer focus groups 
to determinkwhether these types of messages are clearly 
understood'and how they would be acted upon by consumers. 

age tests 'helped determine the best ways of reaching 
with this im$ortant information. 

This fiscal year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish. This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 

r 
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years, which is expected to be available in the spring of 
2001. This information will allow, for the first time, a 
side-by-side comparison between the Faroe Islands study, which 
reported results of evaluation of the children at seven years, 
and the Seychelles Islands study involving children evaluated 
at the same age using the same battery of.neurologic tests. 
While methylmercury surveillance data has remained relatively 
stable for most species, FDA will consider additional steps as 
part of its overall strategy on methylmercury. 

In closing, let me reiterate FDA's commitment to protecting 
the public's health and the environment regarding mercury. 

. Please be assured that FDA will carefully evaluate the NAS ' 
report and all other relevant information and take appropriate 
actions based on that evaluat%on. 

Thank you again for conveying your concerns about this 
important health issue. A similar letter has been sent to 
your colleagues who co-signed your letter. 

. 

2 Enclo&es 

J” - 

i 

Melinda K. Plaisier 
Associate Commissioner 

for Legislation* 



I CONSUMER ADVISORY 
Center for Food Safety and Applied Nutrition, U.S. Food and Drug Administration . 

January 200-l 

AN IMPORTANT MESSAGE FOR PREGNANT WOMEN AND WOMEN OF 
CHILDBEARING AGE WHO MAY BECOME PREGNANT 

ABOUT THE RISKS OF MERCURY IN FISH 
, 

Seafood can be an important part of a balanced diet for pregnant women. It is a good 
source of high quality protein and other nutrients and is low in fat. 

However, some fish contain high levels of a form of mercury called methylmercury that 
can harm an unborn child’s developing nervous system if eaten regularly. By being 
informed about methylmercury and knotiing the kinds of fish that are safe to eat, you 
can prevent any harm to your unborn child and still enjoy the health benefits of eating 
seafood. 

HOW DOES MERCURY GET INTO FISH? 

Mercury occurs naturally in the environment and it can also be releasec&-tto the air 
through industrial pollution. Mercury fails from the air and can get into surface water, 
accumulating in streams and oceans. Bacteria in the water cause chemical changes 
that transform mercury into methylmercury that can be toxic. Fish absorb 
methylmercury from water as they feed on aquatic organisms. ’ 

HOW CAN I AVOID LEVELS OF MERCURY THAT COULD HARM MY UNBORN 
CHILD? 

Nearfy all fish contain trace amounts of methylmercury, which are not harr@l to 
humans. However, long-lived, larger fish that feed on other fish accumulate the highest 
levels of methylmercury and pose the greatest risk to people who eat them regularly. 
You can protect ‘j&r unborn child by not eating these large fish that’can contain high 
levels of meth 

Y 
imercury: 

* 
-II 

Shark s 
Swordfish 
King mackerel 
Tilefis h 

While it is true that the primary danger from methylmercury in fish is to the developing 
nervous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. 

* 
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Food and Drug Administration’s (FDA) Questions to 

Interested Parties on Methylmercury .’ 

1. Given the National Academy of Sciences (NAS) report and the emissions standards set by 
the Environmental Protection Agency, should FDA revise its advisory to consumers (and in 
particular to vulnerable populations such as pregnant women and women who may become 
pregnant)? If so, what should the new advisory say? 

2. Given the potential nutritional contribution of fish and seafood to a healthful diet, should a 
consumer advisory be crafted so that it conveys the benefit/risk balance of methylmercury- 
containing fish? If so, what should be the content of such a message? r 

3. With additional Seychelles study data expected to be released next spring, what impact, if 
any, should such new data have pn the timing and content of any FDA advisory? 

. 4. What other factors, if any, should impact a decision on whether and how to revise the current 
consumer guidance? 

5, What methods of communication should FDA use to best convey such a con&mer advisory? 
!. 

6. How could FDA measure its success in reaching the consumer audience, including 
vulnerable populations? ._ 

i 
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%nited %;tate5 j5enste 
WASHINGTON, DC 20510 

November 30,200O . 

The Honorable Jane Henney 
Commissioner 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 . 

Dear Commissioner Henney: I 

We understand that the Food and Drug Administratidn (FDA) isk 
considering action soon to potentially revise its consumer advisory on $e topic of 
seafood and mercury. This is clearly a significant undertaking. It would be a 
major set back for public health if consumers were unnecessarily alarmed and 
significant segments of the population turned away from the proven benefits of 
fish consumption. We are writing, therefore, to urge the FDA to ;onsider all 
relevant information before making any decision on changes to the existing 
advisory. 

One of the studies sponsored by the FDA, the Seychelles Study conducted 
by the University of Rochester, is considered extremely valuable and relevant to 
the issue of seafocld- and mercury. Since the results of a critical phase of @iis study 
will be available to FDA within months, it would be higl$y appropriate to evaiuate 
and review this%formation, prior to any decision regarding the release of a public 

consumption. All relevant information, particularly the benefits 
consu&ptioJ1, should also be considered. 

We understand that the motivation for revising the consumer advisory stems 
from issues raised in an National Academy of Science (NAS) Committee Report 
titled Toxicological Eficts o~~ethylmerculy, published in July of this year. 
While the Report included an estimate of the population that might be “at risk” 
from methy1mercm-y exposure, we understand that there has yet to be a clear 
explanation of how this estimate was derived and what the term “at risk” means. 



Neither the FDA nor the Environmental Protection Agency (EPA) has been 
given a clear expIanation for the record. There should be no consideration of an 
advisory to the public until these basic questions are addressed:’ Any decision 
should be based on clear and scientifically based information. 

The importance of fish consumption in a healthful-diet has been 
acknowledged not only by our own government with the recent publication of the 
2000 Dietary Guidelines for Americans and the two Food Guide Pyramids (AduIts 
and Children) but also by the American Heart Association in its recently revised 
dietary guidelines. It is critical that consumers not receive conflicting messages 
from government agencies and credible health and medical groups. 

Likely consumer%sponse to anyVrevisions to FDA’s current fish 
consumption advisory must also be carefully considered. The potential impacts 
‘are not only related to public health but also to the economic viability of the! 
seafood industry. It is therefore imperative that the Agency considers all relevant 
information before making any decision on changes to its existing advisory. 

We would be grateful for your clarification as to how you intend to reach a 
scienti’fic consensus on this important issue before the FDA takes prec?pitate 
action. We appreciate the attention you have given this issue and trust $0~ will 
evaluate all the scientific data available. 

Sincerely, 
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